Medical devices and public policy: the pharmaceuticals analogy.
In much of the world, public health policy regarding medical devices and the need to ensure their safety is poorly defined and much less developed than that regarding pharmaceuticals. A small number of countries have now established systems to monitor risk and to ensure some form of assessment and approval of medical equipment, at least where an element of risk could be involved. In view of the very large number of medical devices and current evidence of their unwanted effects there is a reason for the extension of such monitoring and licensing systems, complemented by self-regulatory mechanisms. Measures are also needed to ensure that when they enter the field devices are properly used and maintained. In various respects, the close analogy of pharmaceutical regulation can be applied.